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SUMMARY: The Food and Drug Administration (FDA) 5s proposing tq amend 

its food labeling regulations for the expanded use of the n~tr~~~t cotitent claim 

“lean” on the labels of foods categorized as “mixed dishes not meagurable with 

a cup” that meet certain criteria for total; fat, saturated fat, and cholesterol 

content. This proposal responds to a nutrient content c!aim petition submitted 

by Nestle Prepared Foods Co. (Nestle) under the Federal Food, Drug, and 

Cosmetic Act (the act). This action also is being taken to provide r&able 

information that would assist consumers in maintaining healthy dietary 

practices. 

DATES: Submit written or electronic comments by [insert date 75 da;ys aper 

date of publication in the Federal Register]. 

ADDRESSES: You may submit comments, identified by Docket No. 2 

by any of the following methods: 

Electronic Submissions 

Submit electronic comments in the following ways: 

cf0456 



* Federal eRulemaking Portal: http://www.regulations.gov, Follow the 

instructions for submitting comments. 

l Agency Web site: http://w~~,fda.gov/dockets/ecommt?nts. FoHow the 

instructions for submitting comments on the agency \Neb site. 

Written Submissions 

Submit written submissions in the following ways: 

l FAX: 301-827-6870. 

l Mail/Hand delivery/Courier (for paper, disk, or CD-ROM submissions): 

Division of Dockets Management (HFA-365), Food and Drug Adn~i~istration, 

5630 Fishers Lane, rm. 1061, Rockville, MD 20852. 

To ensure more timely processing of comments; FDA is no l’on 

accepting comments submitted to the agency by e-mail. FDA encourages you 

to continue to submit electronic comments by using the Federal e~~lemak~ng 

Portal or the agency Web site, as described in the Necfronic Submissions 

portion of this paragraph. 

Instructions: All submissions received must include the ageacy name and 

docket number for this rulemaking. All comments received may be 

without change to http://~.fda.gav/ohrms/dockets/defaulthtm, including 

any personal information provided. For additional informa~.i~~ on submitting 

comments, see the “Comments” heading of the S~PPL~~~N~A~Y tM 

section of this document. 

Docket: For access to the docket to read background documents or 

comments received, go to hftp://~.fda.gov/ohrms/dockets/defauBt.htm and 

insert the docket number, found in brackets in the heading of this document, 

into the “Search” box and follow the prompts and/or go to thei Division of 

Dockets Management, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852. 
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FOR FURTHER tNFOt?MATtON COkJTACT: Vincent de Jesus, Center for Food Safety 
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1. Background 

On November 8,1990, President George H.W. Bush signed into law the 

Nutrition Labeling and Education Act of 2990 (the 1990 amendments) (Public 

Law 101~535), which amended the Federal Food, Drug, and Cosmetic Act [the 
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act). Section 403(r)(l)(A) of the act f.21 US.C. ~43~r)~~~~A~~~ which ‘tvas added 

by the 1990 amendments, states that a food is misbranded if it is intended 

for human consumption which is offered for sale and for which a claim is 

made in its label or labeling that expressly or implicitly characterizes the level 

of any nutrient of the type required-to be declared mnutrition labeling, unless 

such claim uses terms defined in regulations by FDA under section 493(r)(Z)(A) 

of the act.1 In 1993, FDA established regulations that implemented.the j&j0 

amendments (58 FR 2066 through 2941, January 6,1993). Among these 

regulations, $101.13 (21 CFR303.13) sets forth general ~ri~~~~les.for nutrient 

content claims (see 58 FR 2302, January 6,1993). Other, sections in part 101, 

subpart D (21 CFR part 101, subpart D), define specific nutrient content claims, 

such as “free,” “low,” “reduced,” “light,‘” “good source,” “high,” and “more,” 

for a variety of nutrients and include several synonyms for each of. the defined 

terms. In addition, lj 101.69 outlines the procedures for positioning 

to authorize additional nutrient content claims. 

In the 1991 proposed rule: for “Nutrient Content Claims, Gener4 

Principles, Petitions, Definition of Terms” (the general principles proposal) (56 

FR 60421, November 27, 19911, FDA did.not in&de a definition for “lean.” 

However, in the same issue of the ~~d~~~~-~~~~i~~~~, the Food ~afety~~~d 

Inspection Service (FSIS) of the U.S.: Department of Agriculture (US 

a proposed rule that included a definition for ‘“lean”,for l~bel~~g.in 

foods and meal-type products (a collective term used fck meal’ and main dish 

products) containing meat and;poultry (56 FR 60302, November 27,1?91).2 

3 The requirements in section 403fr)(l?f of the act, for all nutrient.content claims, apply 
to foods and food labeling unless an exemption applies for the food-or the claim un:der 
section 403(r)(2) of the act, another section of the act, or FDA regulations. 

2 USDA also defined “extra lean,“.which FDA later defined by regulation, in addition 
to “lean.” However, Nestle did not request a definition for “extra lean” in its petition. 

3 Specifically, in order to be eligible to bear a Claim, seafood and game meat products 
must contain less than 10 grams (g) total ‘fat, 4.5 g or less of saturated fat, and-less than 
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After evahrating the comments to the general principles proposal, 

determined that seafood, game meat, meal products, and main dish products 

that it regulated had a contribution to,the diet that was similar to the USDA- 

regulated products and that FDA should establish a definition for ““lean” for 

such products. Consequently, FDA defined “lean” for seafood, game meat, 

meal, and main dish products (3 TI 01.62(e)] in the final rule for nutrient content 

claims (58 FR 2302) using the same criteria that USDA u:sed in its final rule 

for the “lean” claim (58 FR 632, January 6,1993).3 FDA’S d~fin~t~o~ of “lean” 

includes flesh foods, such as seafood and..gane meat Frodu~ts, which are foods 

that are similar to USDA-regulated meat and poultry products, and-:&o 

includes meal-type products (i.e., m,ain dishes and meal products) which are 

included in the USDA definition, FDA’s definition of ‘“lean,“’ however, does 

not extend to other individual foods in&ding “mixed dishes not measurable 

with a cup.” Such dishes, e.g., burritos, egg rolls, enchiladas, pizza; quiches, 

and sandwiches, are generally similiar to the foods subject to the definition 

of “main dish” (§ 101.13(m)) but do not meet the weight.cr~-te~i~n for “main 

dish” foods (6 ounces (02) per labeled serving). The reference amou”nt 

customarily consumed (RACC) for “mixed dishes not measurable with a cup” 

is 140 grams (g) (5 oz) (3 loa.la(b), table z$, which is z oz less than the 6 

oz per labeled serving required to qualify as a “main dish.“4 Thus, food . 

products that are categorized as “mixed dishes not measurable with.a cup” 

and that weigh less than 6 oz are not eligible tobear a “lean” nutrient .content 

claim under $j 101.62(e). 

95 milligrams (mg) cholesterol per.reference amount customarily consumed fRACC) and per 
100 g, and for meals and main gishes, per NO g and per labeled serving. 

4 If the “mixed dish not measurable with a cup” faod were packag@in a way such 
that it met all of the requirements for a ,maig dish, as specified in 5 301;13(m), it could be 
considered a “main dish” and would be eligi.ble to bear a “lean” claim under FDA’s current 
regulations, 



FDA has authority to define the nutrient content claim “‘lean” for foods 

categorized as “mixed dishes not measurable with a cup.” FDA may take this 

action under section 403(r) of the act. FDA, by regulation, may define terms 

to be used for nutrient content claims that characterize the level of total fat, 

saturated fat, and cholesterol in these foods. Section 403(r) of the act autharizes 

the agency to issue regulations defining terms for use in nutr~~n,t content 

claims and establishes a process through which a person can petition the 

agency to define terms to characterize the level of a nutrient for use in a 

nutrient content claim (see section 403(r~~Z~(A)(i) and (r)(4) of the act). Secti,on 

403(r)(l)(A) of the act states that a food is misbranded ifit bears e claim that 

characterizes the level of a nutrient of the type required to be”in nutrition 

labeling unless the claim usesterms which are defined in FDA re@ations 

adopted under section 403(r)(2) of the act. The proposed rule, if finalized as 

proposed, will define the term ‘“lean”” for use on “‘mixed dish.es not ~~~asnrable 

with a cup” that are regulated by FDA and that meet the criteria in the rule. 

for total fat, saturated fat, and ohofesterol. 

II. Petitions and Grounds 

FDA received a nutrient content claim petition from Nestle (Docket No. 

2004P-0183) (Ref. 1) requesting that the agency amend the ~~~~ent content 

claim regulation for “lean” ($$lO1.‘62(e]) to include “mixed dishes not 

measurable with a cup” as defined in the “reference amounts ~usto~ariIy 

consumed per eating occasion’! regulation (5 101.12), based on certain 

qualifying criteria for total fat, saturated fat, and cholesterol; Nest16 submitted 

the petition on January 9, 2004; under sectibn 403(r)(4) of the act an 

In accordance with section 4~3(r~(4~(A~(i) of the act and 5 ~O~.~~(rn~(3), FDA ’ 

filed the Nestle petition on April 22, 2004. This proposed rule responds to 



Nestle’s request that FDA define the term “lean” for “‘mixed dishes not 

measurable by a cup.” 

In its petition, Nestle contended that American eating habits have changed 

significantly since FDA authorized the “lean” claim in 2993. Nest1 

that, in the past decade, convenience has, been an emerging theme with 

consumers and cited market research studies by NPD Gro~p.sho~i~g that the 

percentage of meals that are completely homemade has decreased, while the 

use of ready-to-eat and frozen: foods: has,steadily risen. Nest&? also.cited a 2003 

survey by the market research grovp Information Resources, In<c. (RI), in which 

consumers identify “speed/ease of preparation” as the most important factor 

in their food choices and assert that this is even more import&t than price. 

Nestle presented additional data from IRI and NPD Group showing 

consumers are eating fewer complete traditional meals, eating more snacks, 

and spending less time preparing meals aZ home. Nestle also suggesteSf that 

consumers are more interested in nutriti,on and healthy foods, as evidenced 

by an increased consumer demand for nutritious food selections~ Nest18 cited 

surveys by the Natural Marketing,Institute (NMIJ in which tvvo-thir 

Americans indicate they are eating healthier than they used to and that one- 

third of Americans choose food primarily based on ~~tri~iona~ content. One 

of the surveys indicated that 54 -percent of adults read “~u~it~o~ lab& most 

or all of the time. 

Furthermore, Nest& cited a trend in substantially-increased po 

over the past 30 years, as determined by USDA data cffom.th.e Nationwide Food 

Consumption Survey and the Continuing Survey of Food. Intake by b-rdividuals. 

This trend, they said, is demonstrated by the increase in sizes of food items 

such as cheeseburgers, increasing from 5.8 oz to 7.2 oz, and s,afty snecks, 
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increasing from 1.0 oz tcr 1.6 oz, between 1977 and f996. Nest16 suggests that 

allowing a “lean” nutrient content claim on foods in the category of “mixed 

dishes not measurable with a cup” that have smaller portion sizes than many 

other food alternatives would provi~de consumers with readily recognizable 

healthful alternatives to other foods with larger portion sizes. Ne~stlte argued 

that manufacturers who .want to encourage portion control’by marketing 

healthier food options with smaller-portion sizes are hindered by t 

FDA regulations limiting the ?lean” nutrient content claim to seafood, game 

meat, main dish, and meal products. These regulations do not alloy for foods 

that may be similar to main d&and meal products but with slightly smaller 

portion sizes (e.g., “mixed dishes not measurable with a cup”) to have a “lean”’ 

claim. Because of this, Nestle:believes that thenumber of healthy, portable 

food options available to consumers has been limited. The FDA regulations, 

Nestle stated, have acted as an impediment for consumers tochoose healthy 

foods that are similar to meal-type products but, because of 

portion sizes, do not qualify as meal-type, products th‘at are eligible .for the 

“lean” nutrient content claim. Nestle asserted that these trends of convenience 

and healthier eating call for an expansion of the “lean” d~fin~ition to include 

foods identified as “mixed dishes not measurable with a cup”’ and also that 

this expansion may offer consumers healtby food options th@dr, not have 

increasingly larger portion sizes. 

In its petition, Nestle also,pointed out the lack of ~~~si~tency between 

FDA and USDA regulations regarding~the claim *‘lean.” Nestle! stated that 

USDA-regulated individual foods and meal-type products, which contain meat 

and poultry, are permitted to bear the “lean” claim under USDA regulations 

(9 CFR 317.362(e) and, 381.462-(e),. respectively). Nestle noted that, unlike FDA, 



USDA does not limit the use of the “lean” claim to specific ~ndivjdual foods. 

Thus; any meat or poultry product subject to USDA regulatidon, including those 

that are similar to foods in FDA’s category of “mixed dishes not measurable 

with a cup” category and that meet the USDA nutrient requirements, may bear 

the “lean” claim. Nest16 asserted that, although there is a d~st~~cti~n between 

the types of foods regulat-ed by the USDA and FDA, consumeps are‘unlikely 

to be aware of such a distinction. Therefore, Nestle stated that there should 

be some consistency across the requirements for nutrient content claims. Itt 

contended that an amended definition for “lean” for use on (‘mixed dishes 

not measurable with a cup” tiould reduce the dispar~t~.bet~ee~ F 

USDA regulations. Nestle also stated that the expansion of the “lean” claim 

advances the FDA “Initiative on Consumer Health Infurmat~~n for 

Nutrition” by contributing to the goal of making sure that ~o~~u:~ers have 

access to the latest information when making decisions about their diet. 

To accomplish the request to include “‘mixed, dishesnot measurable with 

a cup” in an amended definition of ‘“lean” in § 101.62(e), Nes‘t~~*~u 

different possible methods for determining the criteria that could apply for the 

total fat, saturated fat, and cholesterol cement of such dishes elligible to bear 

the claim. For each of these methods, Nest% took into ~~sid~ratio~ the 

reference intakes for fat for adults and for children that were established by 

the Institute of Medicine (KIM) of the National Academies, i.e., acceptable 

macronutrient distribution ranges of 20 to 35 percent af energy intake from 

fat for adults and 25 to 40 percent intake from fat for chiI@ren [Ioh/f, Dietary 

Reference Intakes for Energy, Carbohydrate, Fiber, F@, Fatty Acids, 

Cholesterol, Protein, and Amino Acids, 20&Z). Nest16 also considered the F’DA- 

established daily reference value &IRV) for total fat of 65 g, %hich is based 
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on a reference caloric intake,of 2,000 calories, that is used in n~t~~~~on labehng 

(§ 101.9(c)(9)). With regard to saturated fat and cholesterol, Nestle considered 

the KIM’s recommendation “that saturated fatty acids * * * and cholesterol 

consumption be as low as possible while cansuming a ~utr~t~~~a~ly adequate 

diet,” as well as the FRA-established DRV for saturated fatty acids of 20 g and 

the DRV for cholesterol .of 3Op mg, based on a reference caloric intake of 2,000 

calories, that is used in nutrition labeling (§ 101.9(c)(9)). 

The first possible method suggested by Nestle uses the existing “lean” 

nutrient criteria for main dishes as the ba~sis of the definition. Nest& proposes 

new criteria for total fat, saturated fat, and cholesterol based on the~percentage 

of the proportion of an estimated weight for ~“mixed dishes n,ot measurable 

with a cup” and the minimum weight ofti main dish,product that is eligible 

for a “lean” claim. In short, Nest& stated “that the reduction in the nutrient 

criteria would be in proportion to the reduction in w-eight bet-ween the average 

weight of “mixed dishes not measurable with a cup,“,which is 132.53 g in 

their estimation, and the minimum weight of a meal-type product, ~which is 

6 oz (170.1 g). The percentage:of the. proportion of these wei 

/ 170.1 g x 100) equals 0.78 or, 78 percent. Seventy-eight percent of &&current 

nutrient criterion value for fat ,(lO g fat multiplied by 78 percent) would result 

in nutrient value of 7.8 g fat. Seventy-eight percent of the current nutrient 

criterion value for saturated fat (4~ g sat fat multiplied by 78 ~er~e~~~).eq~als 

3.5 g saturated fat. Seventy-eight percent.of the current nutrient ~r~,t~~~u~ value 

for cholesterol (95 milligrams fmg) cholesterof multipJied by ~8 percrent) equals 

74.1 mg cholesterol. This would translate into unrounded criteria for “lean” 

for “mixed dishes not measurable by a cup” of: 7.8 g total’fat, 35 g saturated 

fat, and 74.1 mg cholesterol. Nestle applied these criteria on a per-RACC basis. 



Nestle stated that thefoods in this category play a smaller role in the diet 

compared to meal-type products and believed that the more restrictive “lean” 

criteria in its petition were appropriate. The RACC for “mixed disks not 

measurable with a cup” is 140 g Thus, tbe practical effect af applying Nestle’s 

suggested nutrient criteria on a per-RACK2 basis makes the levels more 

restrictive (proportionally) for ‘“mixed dishes not measurabl~,e with a cup” than 

for main dishes. For example; the 7.8 g total fat per 140 g would be ,equivalent, 

proportionally, to 5.6 g fat per 100 g. The current mai.n dish total fa 

is 10 g per 100 g and per labeled serving. 

The second possible method suggested by Nestle would etermine the 

nutrient criteria for “lean” according to Nestle’s estimated calorie contribution 

of “mixed dishes not measurable with a cup” in the total diet. NestE looked 

at 34 grocery store-bought food items categorized -as “‘mixed -dishes not 

measurable with a cup” and determined,that the average,number of calories 

per 100 g was 214.41 calories. Taking the current dietary re~~mrn~n~at~o~ of 

30 percent5 of calories from fat,, Nestle established that 30 percent of calories 

from fat in “mixed dishes not measurable with a cup” (214.42 cafories 

multiplied 30 percent) would equal 64.32 calories per 100 g from fat. The 

calories from fat converted to grams of fat ~8~.~~~ calories from fat, I 9.calories 

of fat per g) would equal 7.15 g. of fat per 2013 g. Following the same c&Icufation 

for determining total fat, 10 percent of calories from saturated fat@ (214.41 

calories multiplied by 10 percent) eqwals 22.441 cafori,es per 1QO g and 

5 NestKrefers to the IOM AMDRs for current dietary recommendations (see Attachment 
20 of the petition (Ref. I)). The AMDR for total fat intake is between 20 and 35 percent 
of calories for adults, This range also ‘corresponds to the recomm~~~datio~s providkd in the 
2005 Dietary Guidelines for Americans’IRef. 2). Nestle not&that the rnid~~i~t is 27~ percent 
and rounds this number up to 30 percent. This value of 30 percent -is consistent with the 
current DRV for fat established.by FDA. 

6Nestle refers to the dietary recommendation provided by the NIH, NHLBI, N#ional 
Cholesterol. Education Program (see Attachment 25 of the petition [Ref. 1)) 
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converted to saturated fat grams (21.441 calories I 9 calories sat.~r~t~d fat per 

g) equals 2.382 g saturated fat per 100 g. There are no cholesterol intake 

guideline criteria expressed as a percentage of calories comparable to the fat 

and saturated fat guidelines, thus, the cholesterol criteria would ha derived 

from  the current main dish criteria in the same way .described in the first 

method, which equaled 74.1 mg chole,sterol. This would- translate into criteria 

for “lean” for “m ixed dishes not measurable by a cup” as fol-lows: 7.15 g total 

fat (7 g rounded), 2.382 g saturated fat (Z’Z  g rounded), and. 74.1 mg cholesterol 

(75 mg rounded). Although Nest18 calculated the criteria us~~g.t~~s method 

on a per-100 g basis, Nestle applied the criteria for purposes of 

eligibility of foods to bear the,“lean” clai,m  on a per-&ICC basis’. The criteria 

are proportionally more restrictive for “m ixed dishes not rn~~su~ab~e with a 

cup” than for main dishes, an9 slightXy more restrictive than the at 

Nest16 set forth in its petition.; For this method, ? g total fat per $40 gwould 

be equivalent, proportionally,:to 5 g fat per 100 g. 

III, P roposed Action 

A. Need for Regulations 

As stated earlier, in the proposed rule for nutrition labeling f%%FR 60302, 

November 27,1991), FS IS proposed the “lean” claim  for meat and poultry 

products. Because all the products that WSDA regulates ~6th~ regard to nutrition 

labeling consist in whole or in part of meat and poultry (with certain 

exceptions for some egg products), lJSDA perm its use of the term  “lean” across 

the spectrum  of foods whose nptrition labeling it regulates ~~rQv~d~~ they meet 

the nutrient requirements for the claim ). F  adopted a cogulation sim ilar to 

the FSIS regulation for the nutrient content claim  “lean”’ .for use on seafood, 

game meat, meal products, and main dish products (5 10% .62fe)), The current 



FDA regulations do not all& for use of the claim “lean” on “mixed~dishes 

not measurable with a cup” because they are consid,ered’ individual foods for 

which there is no “lean” definition other than for seafood ,and game meat. 

Moreover, the FDA regulations do not al;fow for the use of the claim “lean” 

on a food in the category of “mixed dishes not measurable with a sup” when 

the product as packaged does not meet the minimum weight ~r~ter~o~ to 

qualify as a “main dish.” The current FDA regulations thus prohibit a 

manufacturer from labeling FDA-re ulated “mixed dishes not measurable with 

a cup” with a “lean” claim, while manufacturers are able to use the claim 
* 

on such foods that are regulated by USDA, For example, a food su 

based wrap, with chicken, broccoli, and cheddar cheese,tHat is s 

USDA regul’ation, is able to bear a “lean” claim under USDA ~~~nl~t~ons~ but 

a similar wrap with just brocdoli and cheese and without chicken, that would 

not be subject to USDA regulation, could not bear a “Jean” claim under current 

FDA regulations. 

FDA has reviewed &JestlG’s petition and appreciates its concerns about the 

differences between current FDA and -USDA regulations ‘as to th-e el~~gibil~ty _% 
for a “lean” nutrient content claim for foods in the category of “mix,ed dishes 

not measurable with a cup.” In- the nutrient content claims final,rull; (58 FR 

2302 at 23431, in providing a definition for ~the term ““lean” for seafegd and 

game meat and meal-type products, the agency stated that such a definition 

would enable consumers to compare the nutritional-values of,-~r~~u~ts that 

may serve as substitutes for one another in> creating a bal~~~~~ diet. Because 

of the requirement in § 101..13(m) that, among other things, products must 

weigh a minimum of 6 oz in order to be considered main .dis:h prodticts, and 

that by current regulation only ,seafolod and game meat and meals an 



dish products may bear the “lean” claim, FDA acknowledges that a whole 

group of products (namely “mixed dishes not measurable with a chap”) may 

be prohibited from bearing the “lean” claim because; of the prohibition on 

using the claim on individual foods other than seafood and game meat that 

do not meet the criteria for main dishes, including then 6 oz weight criterion. 

FDA acknowledges &estlB’s argument, as demonstrated by the data 

submitted in the petition, that these types of products, which include egg rolls, 

burritos, and other handheld :sandwich-like products, have found t 

into the American diet and serve as a. convenient “meals-on~tbe-God’ eating 

option that is consistent with AmericB’s changing ~i~~~t~l~. They provide a 

“heat and eat,” no-utensils-required, alternative to oth&types qf food 

products. As market research by A~~~~~~s~n Syndicated Data indicates,7 the 

sandwiches/snacks category has seen significant growth in ths past 5 years, 

with a as-percent increase in dollar sales since 1999. As such, this Gategory 

has become a well established product category that consumers have eome to 

rely on. 

FDA also acknowledges NestM’s qguments that there is a grow~“~~ interest 

in healthful alternatives to traditional food aptions, in~~~d~n~ vegetarian 

alternatives. This interest is demonstrate -by a So-percent increase in sales in 

the past year, according to ACNielsen, i e “Frozen ~~~dwi~~ an 

Nutrition category” and even by the increasing ‘markets for “‘meal-re 

bars” and “liquid meal-replacqments.” ough not include i~he “mixed 

dishes not measurable with a cup” category of foods, the increasing 

for the meal-replacement bars and liquid meal-replacement ftods su 

7ACNielsen Syndicated Data, see Attachment 7 of the petition IRef..‘1). 
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trend of Americans chaosing more portable foods, especially foo 

consumers consider healthful alternatives. 

In evaluating the information that Nestle presented in its petition, FDA 

acknowledges that portable food products, particularly those that are nutrient 

(i.e., fat, saturated fat, and chol,esteroX) and portion controlled, serve a useful 

purpose in assisting consumers in selecting a diet that is consistent with 

current dietary recommendations (i.e., XOM acceptable mac~~~~tri~nt 

distribution ranges, DRVs established by FDA, and the 2005 Dietary Guidelines 

for Americans). 

The agency has tentatively concluded that providing for .a “Lean” claim 

on “mixed dishes not measurable with a cup” will provide consumers with 

a means to distinguish, in this well estabhshed category; among the variety 

of portion controlled products so that they may select those produc 

limited in fat, saturated fat, arid cholesterol as opposed to their “ful 

alternatives: The agency acknowledges the potential that “mixed- dishes not 

measurable with a cup” that are eligible to bear a “lean” claim offer in 

delivering a convenient food that can provide nutritional benefits and help 

improve the quality of Americans’ diets. 

In its petition, Nestle suggested that by allowing “mixed dishes nat 

measurable with a cup” to bear a “‘lean” claim’; these products woul 

a way of addressing ever-expanding gortion sizesand the ~~~o~~,a~yi~g 

increase in caloric levels by allowing manufacturers to en~our~~~ portion 

control by marketing healthier food options with,smaller portion sizesl Nestle 

suggested that this category of product will offer more choices to consumers 

looking for healthful foods with small portion sizes. More he~~th~l food 



choices in this category may encourage th.o consumption of small portions and 

thus aid in addressing th-e problem of excess calorie intake, 

As opposed to frozen entrees that qualify as meal-type products which are 

limited in size with the entire package arid contain as few Qs 6 oz, however, 

many “mixed dishes not measurable by a cup” are ~a~k~ged,two to a package, 

or about 10 oz per package. Cons,equently, the agency is ~o~~~r~~,d”,t~at rather 

than eating just one of the portions provided, thus limiting portion size, 

consumers may instead consume the entire package,-thus do~b~i~g~tbe~r caloric 

and nutrient intake as oppose$ to lowering it. The agency particuhrrly seeks 

information and data, as comments to this proposed rule, about chewer 

consumers may eat an entire package of’these multi-pack ‘“mixed dish-es not 

measurable with a cup” that may result in excess calorie intake, rat 

improved portion control of healthier food options that is a d&sired ,outcome 

of this proposed rule, if finalized as proposed. 

The agency has tentatively concluded that providing a “lean” 

for “mixed dishes not measurable with a cup” will prov~d~,mo~e consistency 

with similar USDA products and hefp consumers construct a diet that is 

consistent. with current dietary recommendations [iSeS1 keqing d~e~~r~ intake 

of total fat, saturated fat, and cholesterol limited). Therefore, as discussed, in 

the following section, the agency is propos,ing such a ~~f~~~t~o~. 

B. Proposed Amendmenfs 

In proposing a definition for the use ofthe nutrient content cl&n. “lean” 

by eligible foods classified as “mixed dishes nat measurable with cu 

agency considered the following opti,ons: [2].Require the exis~ting-FDA nutrient 

requirements used by other FDA-regulated foods that are eligible for a “‘lean” 

claim, such as meal-type products: (2) require the existing USDA r~~~irerne~ts 
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for individual foods that are eligible to bear a “lean” claim (such foods would 

include foods in the “mixed dishes not measurable with a cup’” c 

require either of the two methods for determining nutrient vahxes proposed 

by the petitioner; or (4) require new nutrient requirements for *‘mixed dishes 

not measurable with a cup.” 

In evaluating the various options, FDA considered ~~~~~r it was 

appropriate to apply the nutrient criteria.to only the RACCZ for ““mi;ued dishes 

not measurable with a cup” and not to both the RA.66 and per 10o:g as is 

currently used for seafood and game me& Foods in the “mixed dish not 

measurable with a cup” category have a si.ngle RACC. Foods considered 

“seafood” or “game meat” h&e multiple RACCs that differ depen 

use. The requirements for a “lean”’ claim for seafood or game meat are on a 

per-RACC and per-100 g basis. The use of the-100 g basis, in ~d”d~tio~ to the 

per-&WC basis, prevents some of the inconsistency that could .occyr within 

an entire category of products with multiple RACCs (Le., canned fish with a 

55 g RACC and a fish entree that has a much larger 140 g RACG do not end 

up with the same exact nutrient requirements). The ‘“mixed dish not 

measurable with a cup” category o~‘~nd~~~~ua~ foods, however, baa .only one 

RACC and does not need to have an additional 100 g basis r~qu~~ern~~t to 

insure consistency of application. Thus; the agency tentatively ~o~~~~des that 

the requirements for a “lean” claim for foods considered ““mixed- dish.es not 

measurable with a cup” will need to be based on a per-&K32 basis only. 

The agency first considered the options of requiring the existing nutrient 

requirements for other FDA-regulated foods that are eligible to bear t 

claim and the USDA nutrient requirements for a “lean” claim, for individual 

foods. The agency decided not to propose these options. The current nutrient 



criteria for these options are less than 1-Q g fat, 4.5 g or less saturated fat, and 

less than 95 mg of cholesterol per KACC and per 100 g for seafood and game 

meat or for meal-type products, per-100 g and per l,abeled serving. As explained 

in the following paragraphs, the agency determined that it would 

appropriate to consider nutrient criteria that differ from the current 

requirements. In addition, when establishing nutrient criteria-far the-category 

of “mixed dishes not measurable with a cup”’ that are eligible to bear the 

“lean” claim, the agency determined that it would only appfy the nutrient 

criteria to the RACC (140,g) and not to both the RACC a’nd per 400 g as it 

does for the individual foods (seafood and game meat) currently eligible to 

bear the “‘lean” claim. Further, when applying the current n~~ri~~t criteria to 

the F&KC of 140 g, the agency determined that the nutrient tiriteria‘for fat, 

saturated fat, and cholesterol would be more restrictivt?’ than necessary for 

these foods to be considered “lean” when considered in the context. affhe 

total daily diet. Therefore, theagency decided not to propose the current 

nutrient criteria to the FLACC for “mixed:dishes not measurable with a cup.‘” 

FDA adopted the USDA nutrient requirements for “lean,” in the 1993 

nutrient content claim final rule (58 FR 2302 at 2342), for seafood and game 

meats and for meal-type and main,.dish products because, in part, th 

recognized that seafood and g8me products play a comparable rofe.ia the diet 

to that of meat and poultry products and like meat and poultry products, 

contribute to the total dietary intake of fat; saturated fat, and ~h~~est~r~~. I[n 

addition, FDA-regulated meal-type products are consumed in the same manner 

as USDA-regulated meal-type products covered by the FS1S rule on the “lean” 

claim. FDA determined that the equ~vale~t,def~n~tion of these terms would 

enable consumers to compare the nutritional values of ‘meat products and 



meal-type products that may serve as .substitutes for one another in a balanced 

diet (58 FR 2302 at 2343). The levels of iota1 fat and saturated fat t 

chosen by USDA for the “lean” criteria were based on a ratio of sa 

to total fat that would be 40 percent, which is representative of theratio of 

saturated fat to’total fat inherent in ruminant muscle (58.FR 2302 at 2342). 

The agency has concluded, however, that not all of.-the, factors considered 

in the 1993 final rule apply to the foods in the F~A~regulat~d category “mixed 

dishes not measurable with a,cup.” The “‘mixed dishes not measurably with 

a cup” category may not p1ay.a comparable role in the diet to that of meat 

and poultry products; may not contribute to the total dietary intake of fat, 

saturated fat, and cholesterol like meat and poultry products: and, 

consumed in the same manner as U~~A-~~g~lat~d meal-type-..~rod’ucts. FDA- 

regulated “mixed dishes not measurable with a cup,” which are similar in 

composition to meal and main dish products (i.e., they are rnult~~~o~~one~t 

products), are smaller in size compared to the-meal-type products. The agency 

believes that, although similar in composition to meal-type products, the 

restriction in size of the products in;this category results in a,d~ifferent role 

in the diet than meal-type products. These foods are likely t&be chosen by 

consumers to reduce portion sizes of meals for a reduced calorie co~t~butio~, 

or as healthy snack alternatives to those “‘mixed dishes ~ot,rne~su 

a cup” that ‘are higher in fats. Because of their .size re~~~r~m~~ts,, meal-type 

products comprise a larger percent (in weight and in calories) elf the‘daily diet 

than “mixed dishes not measurable”’ do. Further, the foods that FDA regulates 

in this category include those that have,no meat, p~~lt~y,‘s~~fQod, er.game 

meat as ingredients and, therefore, it would be appmpriate for these ;1Foods to 

have lower fat criteria than foods in those categories, based on their dissimilar 



ingredient contents and smaller calorie contribution. While it is possible that 

foods in the “mixed dishes not measurable with a cup” category ctiuld have 

similar nutrient profiles to USDA-regulated meat and poultry products (e.g., 

an entree-type turnover containing cheese), many foodsthat fall into this 

category, especially those foods that do not contain any cheese, would have 

very different total fat, saturated fat, and cholesterol profiles. Therefore, 

because foods in the category of “‘mixed dishes not measurable wit 

may not make the same contribution to the total dietary fat, saturated fat, and 

cholesterol and have a different role in the total diet as ~~~~“~~A~r~~u~ated 

foods in this category or as other USDA-regulated ~ndiv~~ua~ foods in this 

category, FDA has tentatively concluded that the nutrient criteria ‘“fean” for 

“mixed dishes not measurable with’s ~u~p’” should~not necessarily be the same 

as the criteria used for other individual foods and for rnea~-t~~e ~ro~ucts. 

Applying the current nutqient:criteria to the RACE for ‘“mixed 

measurable with a cup” (i-e., less than 10 g,fat per 140 g, 43 g 01” ~SS saturated 

fat per 140 g, and less than 95 mg cholesterol per 140-g) results in criteria 

that, proportionally on a per-100 g basis’. are comparableto the two methods 

proposed by the petitioner. The nutrient criteria for this option, when 

computed on a per-100 g basis; would be less than 7.1. g fat, 3,? g or less 

saturated fat, and less than 68 mg cholesterol. Ho,wever, a main d~~h~(~70 g 

portion) that met the current nutrient criteria for a ‘“lean’: claim would 

contribute less than 5.9 g total fat, 2.6 g or less saturated fat, and lass than 

56 mg cholesterol per 100 g (see discussion infra in footnote 8 of this. 

document). Given the smaller portion sizes of “mixed dishes not mensurable 

with a cup,” different composition than similar USDA-regulated foods, and 

different contribution to the tot$l daily dietr, “mixed dishes nut measurable 
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with a cup” labeled as “lean;’ should n.ot be contributing ~r~~o~ti~~ally more 

fat, saturated fat, and cholesterol than a mairr dish that bears the “lean” claim. 

If “mixed dishes not measurable with a cup” did contribute ~r~p,o~tionally 

more fat, saturated fat, and cholesterol per 100 g product c~~s~me~, consumers 

who may include more lean ‘,‘mixed dishes not measurable with a cup” in 

their diets would inadvertently be consuming more of these fats. Therefore, 

the agency tentatively decided not to pro.pose this option. 

The agency also considered the nutrient criteria based on the two different 

methods that Nest18 described in its petition to calculate t~~~~~~i~~t 

requirements for the “lean” d;efinition. The agency dacided not to $ropose 

these options. These methods are described in section. II of -this document. One 

method described by Nestle uses the existing requirements ‘for total fat, 

saturated fat, and cholesterol content in the nutrient content cl&n %zan” for 

meal-type products and reduces those requirements for ““mixed dishes not 

measurable with a cup” in prdportion to the reduction in poeion ~&XL “‘Mixed 

dishes not measurable with a cup” are multi-component foods that are similar 

to main dish and meal products, but smaller in size. In describing this method 

in its petition, Nest18 assumed an estimated average weight of 132.53 ‘g for 

foods in this category compared to the 17&l g (6 oz) ~i~~m~rn wei 

for main dishes. This resulted in nutrient criteria of 7.8 g fat, 3.5 g saturated 

fat, and 74.1 mg cholesterol. These criteria are applied on a p.er- CC basis. 

When the nutrient criteria are applied on a per-RACC basis and then computed 

on a per-i00 g basis to compare with the other options, t~~.~~tri~~t criteria 

are less than 5;6 g fat per 100 g’, 2.5 g or leas s.aturated fat per 200 g, and 

less than 53 mg cholesterol per 100 These va.lues are slightly more restrictive 

than what the agency is proposing to require and more restrictive than 



22 

necessary for consumers to be able to maintain a diet that is ~~th~~ the current 

dietary recommendations for fat, saturated fat, and cholestero!, as giscussed 

in the proposed option. Further, Nestl6 did not describe the basis for its 

estimated average weight of “mixed dishes not measurable with a cup” as 

132.53 g when calculating the nutrient criteria. Thus, Nest16 provided no 

rationale for why a portion size of 232.53 g should be used in cementing the 

nutrient criteria in lieu of the:RACC of 3t4Q g for “‘mixed dishes not.moasurable 

with a cup.” Consequently, for all these reasons, FDA tentatively decided not 

to propose-the nutrient re.quirement.s for ‘“lean” based on MesWs assumed 

average weight for “mixed d-ishes not measurable with a cup.“’ 

The other method suggested by Nestle determineil nutrier~t values (based 

on recommended intakes) using an estimated calorie c~n~r~but~on o 

the “mixed dishes not measurable with a cup’? cat.egary as the. basis of the 

definition. This suggested method relates c&rent dietary recomm~~~~t~~ns for 

the percentage of nutrients in the overall diet- to the Iperce32tage’distri;bution 

of the nutrients in the individual food item (e.g.;the ctirrent dietary 

recommendation of 30 percent:fat in the diet would result in the pradu,ct 

containing 30 percent of its calories from ,fat.). This method of ~et~r~~ni~g 

nutrient requirements is problematic for a number ofreasons. One re.ason is 

that such a method is not one FDA has us to determine nutrient ’ 

requirements for nutrient content claims. ,Add~t~ona~~y, ~ec~rnme~d~~ions for 

intake of these nutrients expressed as a percentage of calories are available 

for only total fat and saturated fat. Intake of cholesterol has no such 

recommendation. Consequently, this suggestad method is used only for 

determining the requirements of two’of the.three nutrients, with the cholesterol 

requirement being determined using the alternate‘methlod ‘su 
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Therefore, the determination of the nutrient requirements is not consistent 

using this method. Also, Nest16 calculated the nutrients on a per-%00 g basis 

but proposed to apply them on a per-RAGG basis. Xt is unclear why Nest38 

calculated the requirements in this way, as opposed to origmally calculating 

the requirements on a per-RACC basis (using the RAGC of 140 g), To determine 

the total fat requirement, for example, Nestle determined~ how many calories 

were in 100 g of an average “mixed dish not measurable with a cup” (214.4 

calories / 100 g), calculated 30 percent ‘of:this value f64.32 calories), converted 

calories to gram weight (7.147 g fat), and applied this vajue to. a,pes-RAGC 

basis. Using the method as suggested by the petitioner (when the n 

criteria are applied on a per-RACC basis and then corn~~t~d on a per-100 g 

basis to compare with the other options), the nutrient criter$a from this method 

are less than 5 g fat per 100 g,;2.5 g or less saturated fat, and 1el;s than 53 

mg cholesterol per 100 g. These values are slightly more restrictive ‘than what 

the agency is proposing to require and more restrictive than ~~~es~~ry for 

consumers to be able to main&n ‘a diet that is within current d~etar~y 

recommendations for fat, saturated fat, and cholesterol, as discukse 

proposed option. For all thesetreasons, the agency tentatively decided not to 

propose the nutrient criteria derived using this method. 

The agency tentatively de@ded.to dewrmine new nutrient r~q~~rerne~~s 

specific to the “mixed dishes not measurable with a cup” ~at~g~~y’~~d to use 

the RACC for “mixed dishes not measurable with a cup?in derivin 

nutrient criteria. As discussed ‘earlier in this document, the a ency wants to 

ensure that “mixed dishes not ‘measmable with a cup” th,at are labeled “lean” 

will help consumers construct :a diet that ris consistent with current dietary 

recommendations. Thus, consumers who incorporate these products into their 
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diets as healthy snacks or choose smaller portions for Co~trolI~d’ca~o~ie intake 

at meals should be able to keep their dietary intake of total fat, saturated fat, 

and cholesterol at or below the DRVs established by FDA and withm current 

ranges set forth in the IOM acceptable macronutrient distribution ranges 

(AMDRs) and the 2005 Dietary Guidelines for Americans. Because FDA- 

regulated foods within the category “mixed dishes not measu,rabIe tiith a, cup” 

do not necessarily contribute to the diet in the same manner as me&type 

products regulated by FDA (e.g., they are not used as meal re~~a~ern,e~ts, and 

would not necessarily have the same fat, saturated fat, and cholesterol content 

as the USDA-regulated counterparts), we h&e tentatively ~o~~l~d~~ that the 

nutrient criteria should be more restrictive than these other ~ro~~c~s to reflect ’ 

the contribution to the overall die.t and the different fat content. 

FDA determined that it could achieve better criteria, which ~~~Id.enabIe 

consumers to maintain intakes of fat within current dietary recq 

without being as restrictive as: the other options, by basing the ~~tr~~~t criteria 

for fat, saturated fat, and cholesterol on the current criteria far main dishes, 

but applying the criteria to the RACC (140 g) for “mix-ed dishes not .measurable 

with a cup” rather than the minimum weight for main dishes (1-70, 

agency chose the main dish m!inimum weight requirement of 270.1 g [6 oz) 

for use in its calculations, rather than the 283.4 g.(lO oz)‘min~.m~m weight 

requirement for meal products, because main dishes are closer to ‘“mixed 

‘dishes not measurable with a cup” in portion size and~co~tr~b~t~~n to the 

overall diet. The current regulationa require main dis*h products bearing a 

“lean” claim to have less than. 10 g total fat, 4+5 g or less saturated fat, and 

less than 95 mg cholesterol per 108 g and per. IabeIed:serving. Because the 

minimum weight criterion for main ,dishes and the RACC for “‘mix& .dishes 
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not measurable with a cup” are both considered a se&ng,and much closer 

in portion size than meal products at 10 oz, the agency decided that using 

the nutrient criteria based on the minimum weight for main dishes would be 

appropriate for c,alculating the criteria for ““mixed dishes not,mea&rable with 

a cup.” Further, to be e)igible;for a “lean” nutrient content claim, ~a,main dish 

must meet the nutrient criteria on a ~per-labeled-serving basis;@ Thus, the 

agency chose the serving size.for a m&n +sh that would have to meet the 

nutrient criteria for “lean” (i.e., 170 g) as a basis to establish the cri 

“mixed dishes not measurable with a cup” per RACC. The CC fQr “mixed 

dishes not measurable with a :cup” is 14;O g (5 OX). 

FDA proposes to establish the fat,, saturated fat, an~d ‘cholest.ero 

for the definition of “lean” for “mixed $ishes not medsurable with a cup” by 

calculating the percent of the propatioti of the weight of the RACCfor “‘mixed 

dishes not measurable with a ,cup” (140..g]“to the rn~n.~rn~rn,~~~gh~.~f main 

dishes (170.1 g) and multiplying the percent by the nutrient criteriq. for fat, 

saturated fat, and cholesterol for main dishes. The proportion in weight is 140 

g I 170.1 g, which equals 0.82: or 82 percent. Eighty-two pekent of the current 

nutrient criterion value for fat (10 g:fat v,ultiplied by-82 percent) e 

nutrient value of 8.2 g fat per RACG Eighty-two percknt of the ~~rr~~t nutrient 

criterion value for saturated fat ‘(4.5 g sat fzt multiplied by 82;perce$)~ equals 

3.69 g saturated fat. Eighty-two percent of the current nnt~~~~t criterion value 

8 If a food qualifying as a main :dish meets the per-labeled-serving basis for 8 “lean” 
claim, it also meets the per-100 g b&is. For example, a main dish with a~17@ g kbeled serving 
size containing less than 10 g !fat, 4.5 g or less saturated fat, and leqs than 95 mgkholesterol 
per labeled serving could bear a lean ckim becatise’kmeets both the per-labeled-serving 
basis and the per-100 g basis [i.e., the food would contain less than,‘53 g fat,’ 2.6 g, or less 
saturated fat, and less than 55.9 mg cholesterol g@r 300 g). However, a faad qn~~~~iug as 
a main dish that meets the per-100 ‘g basis fdr a “lean” claim might noI meei. the per-labelied- 
serving basis. For example, a main .dish containing 10 g fat, 4.5 g.saturated fat, ;EJld 95 mg 
cholesterol per 100 g would contaih 17 g fat, 7.7 g saturafed fat, and 18% nQ$cholesteral 
per 170 g labeled serving. j 



for cholesterol (95 mg cholesterol multiplied by 82 percent) equafs 77.9 mg 

cholesterol. This proportional reduction results in rounde”d velues of 8 g total 

fat, 3.5 g saturated fat, and 80 ,mg cholesterol. Calculating the proposed nutrient 

criteria for “mixed dishes not:measurablewith a cup” per RACC from the 

current nutrient content criteria on the mimmum wei$ght for main dishes 

provides proposed criteria for: “mixed dishes not measur.able with a cup” that 

are comparable in their contributidn of f&saturated fat, and cholesterol on 

a per-100 g basis to that contributed by m&r dishes orra per-100 g basis.9 

The proposed nutrient criteria are less restrictive than the other optSons 

considered and would potentially allow more foods for increased consumer 

choice. Consumers could achieve a diet using “lean” “mkd’dishes not 

measurable with a cup’” that is consistent.with current dietary 

recommendations. 

Therefore, to bear a “lean” claim, I?DA proposes ink 5 l~l.~Z(e~(~~ that food 

items falling within the RACC far “mixed dishes not measurable: w$th a cup” 

must have less than 8 g total fat, 3.5 g or less saturated fat,.&d less than 80 

mg cholesterol per RAE. The agency is-proposing to revise current § 101.62(e) 

to include the proposed provision. FDA requests comments on. these criteria 

for “mixed dishes not measurable with a cup.” 

‘In proposing the nutrient requirements, the agency. considered including 

a requirement for trms fat, but decided against including it in this proposal. 

Currently, there is no daily value for trans.fatty acids, but, it is; we1 

that txans fatty acids increase serum ,total-- and L~L-cbol~st~~ol, lev 

“For example, a I 70 g main dish that meets the nutrient content qiteria~of fess than 
IO g per labeled serving of 370 g, 4.5 or less saturated fat per 170 g,‘and,less fha~ 95 mg 
cholesterol per labeled serving of 370 g would provide less than 5.8 g hf., 2.6 g OF less 
saturated fat, and less than 55.9 rng ‘cholesterol per 10@ g. As a cqmparison,, a mixed dish 
that contains less than 8 g fat, 3.5 g or less saturated fat, and less than @O mg chdesterol 
would provide less than 5.7 g fat, 2.5 g or less saturated fat, and less thah 57 mg cholesterol 
per 100 g. 



has issued an advanced notice of proposed.rulemaking (AN ). to s.oficit 

comments on establishing trans fat nutrient content claims; to estabhsh 

qualifying criteria for tram fat in current nutrient content claims for saturated 

fatty acids and cholesterol, lean and extra lean claims, and heahh claims that 

contain a message about cholesterol-raising lipids; and, in addition; to establisl 

disclosure and disqualifying criteria to help consumers make, healthy food 

choices. The agency also solicited comment on whetherit should consider 

statements about tram fat, either alone or in combination with saturated fat 

and cholesterol, as a footnote in the,Nutrition-Facts panel or as a disclosure 

statement in conjunction with claims [68 FR 41507, July-11, 2003). %?DA 

believes that it would be premature to consider a specific tsans fat nutrient 

requirement for use of the nutrkmt content c3aim “lean” by eligible.foods 

classified as “mixed dishes not measurabfe with a~cup,” until it has evaluated 

the merits of a level of trans fat based on the data and i~~o~rn~ti’o~ it is 

currently evaluating in the context of thlt! ANPW. 

Pending issuance of a final rule-defining the “lean” nutrient content claim 

that characterizes the fat, saturated fat, and cholesterol content in .q~al~~~ing 

foods that fall within the FWCC established for “mixed dishes not measurable 

with a cup,” FDA intends to consider the-exercise of ~ts~~nf~rceme~t discretion 

on a case by case basis when the ‘“lean” nutrient co~te~t~c~ai~ in food labeling 

is based on the definition in this proposed rule and when the- 

containing such a claim is not otherwise false. or rn~s~e~~~ng. The act’s 

enforcement provisions commit complete discretion to the ,I+eretary (and by 

delegation to FDA) to decide how and when they should be exercised. Heckler 

v. Chancy, 470 U.S. 821 at 835 (1,985); see also Schering Corp. v, ff&.kkv, 779 

F.2d 683 at 685~86’(D.C. Cir. 19S5) (stating that the provisions oft 
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“authorize, but do’not compel the FDA to undertake,~nf~rc~me~t activity”). 

Until the agency issues a,fina& rule for the “lean” nutrient content claim for 

foods classified as “mixed dishes not measurable with a cup?” the agency I 
believes that its exercise of enforcement discretion will help alleviate 

consumer confusion by encouraging greeter consistencyand ~~if~rm~ty.~n the 

marketplace for such claims, and thereby assist consumers-in makin 

dietary choices about their fat, saturated fat, and cholesterol. intake.. 

IV. Preliminary Regulatory Imp+ Andysis 

FDA has examined the impacts of the pro-posed rule under Exe&..rtive 

Order 12866. Executive Order: 12866 directs agencies to asses:s af3. costs and 

benefits of available regulatory alternatives and,. when re~u~~~~~~ is necessary, 

to select regulatory approaches that maxi.mize, net benefits ~~~c~~di~g, potential 

economic, environmental, public health and safety, and other advantages; 

distributive impacts; and equity). Executive.Order 12866 classifies Q r-&e as 

significant if it meets any one of a number of specified ~on~iti~~s, including 

having an annual effect on the economy of $100 million, ,adv&sely affecting 

a sector of the economy in a material way, adversely affecting competition, 

or adverse3y affecting jobs. A regulation is also considered a ~~~ifi~~nt 

regulatory action if it raises, novel legal or policy issues. ‘The. agency believes 

that this proposed rule is not a signifificant regulatory action a;~ defined by the 

Executive order. 

A. Need for Regulation ’ 

Unlike foods classified as ,either meal products or main‘dish products, 

many foods classified as “mixed dishes not measurable with a cup’~ are not 

currently ail’owed to make a “lean” nutrient content claim because the WCC 

is less than 6 oz. Allowing a “‘lean” nutrient content dlaim cmthe labels of 



“mixed dishes not measurable with,a cup” may facilitate m,ore ~~t~t~ous 

eating choices by consumers. Moreover; better choices regarding fa 

fat, and cholesterol consumption are especially important considering current 

concern with obesity, other diseases related to being overweight, and heart 

disease. Finally, USDA currently allows the “lean” cJaim on all foods that they 

regulate, including individual foods, and allowing the claim -on IDA-regulated 

foods would increase consistency in allowable claims between the two 

agencies. 

23. Regulatory Options 

We considered the following regulatory options: (1) Take no new 

regulatory action; (2) adopt Nestle’s. petitioned criteria for fat, saturated fat, and 

cholesterol; (3) extend the current FDA criteria for making a ““lean”~claim for 

“meal products” and “main dish~ produrcts” to “mixed .dishes not measurable 

with a cup,” and (4) adopt the proposed criteria for fat, saturated fat, and 

cholesterol contents necessary for making a “lean” claim for “‘mixe 

not measurable with a cup.” FDA requests comments on benefits, costs, and 

any other aspects of these (and any other] alternatives.’ 

Option 1: Take No New Regulatory Action 

The first regulatory option, take.no action, would require d~~y~~~ the 

Nestle petition requesting that FDA authorize a nutrient content clan-n “lean” 

for “mixed dishes not measurable with acup.” Taki~~.no,-re~nlat~r~ action 

to amend the definition of “‘lean” is the state of the world and ojur,besehne, 

By convention, we treat the option of taking no new regulatory a&en as the 

baseline for determining the. costs and benefits of the &es o timw Therefore, 

we associate neither costs nor benefits with this option The consequences of 

taking no action are reflected in the costs and benefits of the other options. 



Option 2: Propose Nestle’s Petitioned Criteria for Fat, S&.nated Fat, and 

Cholesterol 

A second option is to allow “mixed dishes not measurable with a cup” 

to make a “lean” claim based on criteria derived from the Nestle petition. In 

that petition two methods are used to derive the criteria ‘for f&t, saturated fat, 

and cholesterol contents for allowing a ‘lean” claim’for “‘mixed dishes not 

measurable with a cup.” One method”is to establish “lean” criteria, for fat, 

saturated fat, and cholesterol contents, of “mixed dishes not measurable with 

a cup”’ with an estimated average weight of 132.53 g,‘pr~~~~tio~al,t~ existing 

criteria for “lean” “ meal products” with minimum weights of 17G.l g- This 

method produces criteria of 7.8 g of total fat, 3.5 g of saturated fat, and 74.1 

milligrams (mg) of cholesterol per RACC 1240 g). The secon 

estimated average calorie contri,bution of 224 calories from “mixed dishes not 

measurable with a cup” and the recomme.ndations for dietary fat in 

reported by IOM and recommendations from the National ~h~~e~te~ul 

Education Program on saturated fat intake. This method prodaces qiteria of 

7 g of total fat, 2.5 g of saturated fat, and 75 mg of cholesterol< per 

use the criteria for fat’, saturated fat, and chol.esterol contents from thelatter, 

more restrictive method for analyzing the regulatory impactfor thisoption. 

This option is the most restrictive of the all options consider&in terms 

of allowable fat, saturated, fat, *and choIestero1 contents and ~ua1d.r 

the greatest percent reduction ,in fat content in the “mixed d.ishes not 

measurable with a cup” category compared to the other three aptions, 

However, the market share of all FDA-regulated “mixed dishes not measurable 

with a cup” expected to make’s “lean”’ c,laim under this option (,6 p&cent) 

and the reduction in total diet&‘.fat’consumption may be the l.owest compared 



to the other options. While the costs of ths option would be voluntarily 

incurred, we estimate the extent of resources allocated to new product 

development, reformulation, relabeling, and- discontinusd product lines would 

be the lowest compared to the other options. 

Option 3: Extend the Current Criteria for Fat, Saturated Fat, and Cholesterol 

for “Lean” 

A third option is ~to extend the same criteria of less than 10 g of total fat, 

4.5 g of saturated fat, and 95 mg of c~holesterol per 100 g and per labeled serving 

currently used to allow the “lean” claim for “meal pPodncts” or ‘“main dish 

products,” to allow “mixed dishes not measurable with a cup”’ tb make a, 

“lean” claim on a per-RACC basis. This is the least restrictive of the options 

considered here in terms of allowable fat,: saturated fat, and ~.h,olest~r~l content 

and would result in a smallerpercent reduction in fat conterx-t in the ‘“mixed 

dishes not measurable with a cup’) category than under the other three options. 

In addition, the market share of all FDA-regulated ‘“mixed dishes not 

measurable with a cup” expected to make a “lean” claim under this option 

(10 percent], and the reduction in total dietary fat ~?~su~pti~~ ,ma& be the 

highest of the options. While the .costs of this optlion would b~,v.ol~~t~rily 

incurred, we estimate the extent of reso,urces allocated to n~w,p~od~~t 

development, reformulation, relabeling;,and discontinued product 

the highest of the options. 

Option 4: The Proposed Regulatory Action 

A fourth option is to allow “‘mixed di.shes not rn~as~~abl~ with*a,cup” 

to contain a “lean” claim based on, the proposed criteria of 8 g of total fat, 

3.5 g or less of saturated fat, and 80 mg of cholesterol per RACC. This option 

may be considered moderately restrictive compared to the other options in 



terms of allowable fat, saturated fat, and cholesterol conter& and may result 

in a moderate percent reductibn in fat content in the “mixed .dishes not 

measurable with a cup” category compared with the other three options, In _ 

addition, the market share for all FDA-regulated “mixed dishes not measurable 

with a cup” expected to make a “lean” claim under this option (8 percent), 

and the reduction in total dietary fat consumption may be considered moderate 

compared with the other options as .tiell. While the. costs of this option would 

be voluntarily incurred, we estimate the resources alfocated, to new product 

development, reformulation, relabeling, and discontinued product lines to be 

moderate relative to the other .options. 

C. Benefits 

The benefits from this proposed rule would derive from the ability of 

consumers to make healthier dietary chaices among the foods in the category 

of “mixed dishes not measurable width a cup”-based on the ~fat ~~~te~t of these 

foods, when such foods bear the f‘iean” nutrient content claim. The“lean” 

claim makes it easier for consumers to find foods in this category that do not 

exceed a certain amount of fat; saturated. f&and choXesteroJ: Xf consumers 

substitute “lean” “ mixed dishes not,measurable with a cup” for at.~~r.foods 

in this category that are higher in fat, we. waul@ expect them to benefit from 

the improved ability to maintain hedlthy weights and stay wi 

recommended intakes for fat, saturated fat> and cholesterol, We estimate the 

health benefits from this proposed rule would come from the r~d~~~~~~ in total 

fat, saturated fat, and cholesterol consumption that would result. Reduced fat, 

saturated fat, and choles”terol consumption would be expected to. h&p 

consumers maintain healthier body weights. 
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1. An Overview of Likely “L&n ” “Mijled Dishes Not measurable With a Cup” 

The expected effects of the proposed rule would be small because there 

are a small number of “mixed: dishes not meas-urable with a r.~p” under FDA 

regulatory authority that would be eligible to make the “Jean’” claim, should 

one be allowed. Although foods classified as “mixed .dishes not measurable 

with a cup” that are subject to USDA regulatory oversight are. currently allowed 

to make a “lean” claim, we think that vew few foods such as many. 

sandwiches, burritos, pizza pockets, and egg.rofIs that are ~,~~re~t~~ subject 

to FDA regulatory oversight, would qualifj for the “lean” claim bas’ed on the 

criteria in any of the regulatory options.,The Nestle peti#m identified the 

rapidly growing frozen sandwich and snack category as .~ont~injng likely 

candidate products within “mixed dishes not measurable vvith a cup” for 

making the “lean” claim, should.one be allowed. For example, according to 

the Nestle petition, growth in ~“miixed,dishes not measurable with a cup” that 

make a ‘lean” claim could likely come from the Weight W&c-hers 

Smartwiches, Amy’s Pocket Sandwiches, and Nest169 Lean Pockets- product 

lines (Ref. 1). 

2. Structure of the Benefits Analysis 

To estimate the reduction in .fat consumption that would resuh.. frum the 

regulatory options, we first estimate the current share of total food 

consumption in the “mixed dishesnot measurable with a cup’” category. We 

estimate the total consumption of all “mixed dishes not ~e~s~r~b~.~ with a 

cup” and the total consumption of all food. Total food ~ons~rnp~~~~ is from 

food prepared and consumed in the home as well as ~orn,~~od served and 

consumed away from home. We then estimate the fraction of that total that 

would be subject to FDA “I’ean” labeling requirements. We develop a 



conceptual framework to estimate the share of “mixed dishes not measurable 

with a cup” that is likely to make a new ““lean” claim, and us,e pu 

information on the market share of products that make ‘.‘fa,t” ~~~irn”s to estimate 

the maximum market share af ‘“lean” “ mixed dishes not. rneas~r~~~e with a 

cup.” We estimate the ,percent reduction -in total dietary fat intake that would 

result from consuming newly all’owed “lean ” “mixed dishes not measurable 

with a cup” instead of alternative feed products. Alternatives to “mixed dishes 

not measurable with a cup” that make the “lean” cl&m could be any -other 

“mixed dish not measurable with a cup” including tJikose under the, regulatory 

oversight of USDA. Finally, we discuss important consi@em&ns &at may 

affect the distribution of the rbducfkm in dietary fat intake across censumers 

of different overweight status. 

3. Estimating Current Consumption of “‘$&xed DishesNot .~e~s~ra~~e With 

a Cup” Subject to FDA Regulatory Oversight 

We used the data from the 1997 U.S. Economic Census and North 

American Industry Classification System (NAICS)~code 4,452 for grocery stores 

to estimate current consumption of all “mixed dishes not rnea~~~a~~~ with a 

cup” (Ref. 3). We then refined that, estimate so that it includes only those 

“mixed dishes not measurable “with a cup” that are subject to F;DA ~~g~l’at~ry 

oversight. The use of only NAKS 4451 for&is purpose may ~~d~r~~timate 

true consumption of “mixed diphes not measurable with a cup”-to the extent 

that there are other NAKS codes that also contain sales of these pro 

However, sales of these products reported in other NAICS codes are 

small. 

We used merchandise lines 103 fFrmm foods (i~c~ud~i~g ackagbl foods 

sold in frozen state)), ,106 (Bakery products not baked on the ~rern~s~~, except 



frozen), and 124 [all other mpals and snacks) within NASCS 4451 

to estimate current consumption of “mixed dishes not meas~rah~e, with a cup.” 

We assume that half of all frozen foods from merchandise line” 303 are either 

frozen meal products and main dish products, or frozen~ “mixed dtshes not 

measurable with a cup” with RACCs of $40 g (about 5 0.2); We- i+rther assume 

that two-thirds of that total is’ for frozen. meal products and main dish products 

and one-third is for frozen “mixed dishes not measurable with a cup.” 

Consequently, we estimate that within merchandise Iin& 103 there.were 

approximately $3.2 bilfion in,annual sales of frozen “mixed dishes’not 

measurable with a cup” in 1997. 

’ 

We used a similar framework to estimate current cotisumptionof “‘mixed 

dishes not measurable with a cup”’ with CCs- of 24,O g,~ab~~t 5 az) for 

merchandise lines 106 and 12% We assume that three-~~a~ter~ of the sales 

reported for NAICS 4452, merchandise line 106, are for cakes, pi,es,‘cookies, 

and related items, while one-quarter of the sales from this line are for ‘“mixed 

dishes not measurable with a cup” (e.g.,,quiches and ~~t~~e,-t~p~ turnovers), 

Consequently, we estimate the, total. annual sales of “mixed dishes not 

measurable with a cup” from that category to be ap~~o~i~ate~y $1.8 billion. 

Finally, we assume that half of all saJes of merchandise line -124 are for “mixed 

dishes not measurable with a cup,” ~hi~~‘~eads us to estimate that 

approximately $1.3 bilhon in annual sales.af “mixed dishes .not measurable 

with a cup” came from that merchandise line in 1997. 

Based on the analysis in the previous paragraphs, :our e&i,rn$%e of total 

consumption of “mixed dishesnot measurable with a cup,” derived from total 

sales from that category, is approximately $6,3 billion (i.e., $3.2 b~~~~~~ plus 

$3.8 billion plus $1.3 billion, rounded to tht? nearest ~~~~~~~~~~~ h-c&997. 
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We estimate that half of this totad is subj,ect to USDA regulatory oversight, 

while half would be subject to the “lean” requirements u~~~~~~d in the policy 

options considered in this analysis. Consequently, we estimate that total 

consumption of “mixed dishes not measurable,with a cup’! subject to FDA 

regulatory oversight is approximately $3.2 billion (Le., $&3 billions/ 2, rounded 

to the nearest 100 million). 

4. The Share of Total Food Consumption -From “Mixed Dishes Not -Measurable 

With a Cup” Subject to FDA Regul@ory Oversight 

Total food consumption consists of’food purchased at retai1 grocery and 

other establishments and consumed elsewhere, and food costumed at food 

service establishments. From the 1997 U.S. Economic Census,, total Bales of 

all groceries and other foods for human consumption off-the- remises reported 

for NAICS 4451 were about $274 billion ( ef; 3). Con~eq~~~~ly, we estimate 

that consumption of “mixed dishes not measurable with a cup” subject to FDA 

regulatory oversight represents approximately 1.2 percent of $1 consumption 

of food purchased for consumption off-the-premises ($3.2 bilhon / $274 

billion). 

We used USDA data to estimate the fraction of total fbod co~su~e,d (both 

in-home as well as away-from-home cons~ption] that ~~‘“~~~~~~~ to packaged 

food labeling requirements (in-home,~onsu~~t~on exclusively] in order to 

estimate the percent of total food czonsumed from “mixed dishes not _ 

measurable with a cup.” The percentage of food consumed awed fro 

is estimated as 43 percent of total US, food consumption ~x~e~d~~ur~s based 

on the 2003 consumer price index for food c’omputed,by the Economic 

Research Service (Ref. 4). Consequ.entJy, we estimate that 57 percent of food 

consumed is purchased.for.consumpti~on at home (i.e,, 1Ori percent - 43 



percent), and that the universe of “mixed dishes not measurable with a cup” 

that could potentially make a “lean” claim accounts for a~~~~xirn~te~y 0.67 

percent of total consumption (“1.2 percent x 57 percent). Forthe purpose of 

this analysis, we assume that the.fraction of total food purchases-al retail 

outlets from “mixed dishes not measurable with a cup” ,has not s~~~~fic~nt~y 

changed since 1997. 

5. The Conceptual Model for Fsti,mating Consumption of “Lean” %Cx.ed 

Dishes Not Measurable With a Cup” 

We assume that the demand for “mixed dishes not ~ea~~~ab~e~~~th a 

cup,” like that for other food categories, d.epends on nutrition attri 

consumer taste, and price, and that consumers will optimize their food choices 

by substituting among these-characteristics A study by Teisl <and Levy found 

evidence that consumers substitute among nutrient, price, and taste 

characteristics in their food choices (Ref. 5). I[n general, consumers reefer the _ 
taste of foods that are higher in fat content (all else e~~a~~,.a~d stu 

documented that those foods 8re lower in cost per calorie com~ared.w~th foods 

with lower fat contents (Ref. 6). DreupowSki and Specter report .evi&lence 

suggesting that nutrition-conscious consumers will pay a -~r~rn~u~ for food 

products they perceive- as being relat~vely’~utr~tious at the expense 6f taste 

(Ref. 6). These researchers suggest t&t balanced diets lower in fat and refined 

sugars are generally more expensive thandiets higherin fat and ~e~~~e,d sugar. 

We estimate that demand for “mixed dishes not ,mea~u~ab~e wit 

making “lean” claims will come from hearth-conscious c~ns~~~r~ who are 

assumed to value the nutrition&l characteristics f “‘lean’” ‘“mixed. dishes not 

measurable with a cup” over the taste characteristics c& other ‘“mixe 

not measurable with a cup.” We do net have th.e quant$tative data and &her 



information on consumer preferences for taste and ~utr~t~~u~ characteristics 

that would allow us to directly estimate consumers’ substj~~t~o~ b.etween 

nutrition and taste, but we know-that the demand for more ~u~~~ti~~~ products 

in the “mixed dishes not measurable with a ,cup” category wifl~incsease as 

the nutritious content of the products increase, assuming t 

characteristics and prices are held ~o~sta~t.,~onseq~ently, we estimate that 

the demand for “lean” “ mixed dishes not measurable with a J.x~” kill depend 

on the fat, saturated fat, and ti.holesIterol contents reltitive to thar of all other 

“mixed dishes not measurable with a cup.” 

In this analysis, we isolated fat content as the property &Tin&rest. In order 

to generate a plausible estimate of the demand for “mix&l dis 

measurable with a cup” under FDA seguI$tory oversight that would make a 

“lean” claim, we make the folXowing assumptions: . 

* We assume a positive relationship between ‘fat content and ctinsumer 

taste, so that near current levels of consumption of “mixed dishes not 

measurable with a cup, ” a reduction in fat content leads fo a-red~~t~~~ in 

consumer preference, all else the same. 

* We assume a continuum of fat conEems in all “mixed dishes n~ot 

measurable with a cup” that m&e fat> claims, and estim&ta th,e ma~imu 

market share based on where the “lean” csi,teria fall within that continuum. 

We assume the continuum in fat contentsrange from a low re,~res~nt~d,by 

the low-fat criteria (i.e., 3 g per RACC, or gj to a high r presented .by ths 

average fat content of “mixed dishes not eligible to make any fat &iti.‘” 

0 We assume “mixed dishes not measurable with a cup” that ma 

“lean” claim will contain less fat, have di’fferent taste characteristics, ‘@rid be 

priced at a premium [all else the. same) over “mixed dishes n& maas~~able 



with a cup” with higher fat oontents, including some that make fat claims but 

are ineligible to make a “lean” claim. 

0 We assume that the maximum market share for “.teanJ’ “mixed dishes 

not measurable with a cup” will be proportional to the fat ~o~~ent~ of other 

“mixed dishes not measurable with a,cup” making fat claim* based on where 

“lean” criteria fall within the continuum of fat contents.. In other tiords, we 

assume that fat content drives m,arket sha’re within the segmtint of the market 

making claims about fat. 

* We assume that all demand for “lqm ” “mixed dishes not measurable 

with a cup” will come from consumers of similar foods in this cat 

contain higher fat contents (,iticluding those with reduced fat n~~~~~~~ content 

claims as well as those that do not make nutrient content c~a&rq) and have 

better taste. Current consumers of similar “‘mixed dishes not rne~~~~~b~e with 

a cup” except for their higher ifat contents may prefers “lean’” mixed dishes 

because of their more nutritious, liower fat characteristics. ~oreover~ 

consumers of similar “mixed dishes’not measurable with a cwp”~exoept for 

their lower fat contents, such es low-fat products may ir-&edd chaose similar 

“lean” “ mixed dishes not measurable with a cup” because of:taste. 

We estimated the maximum p~t~nti~~-market share for “‘3,ean!’ “mixed 

dishes not measurable with a cup’” using ~~bli:~h~d ~~f~rrnat~~~ on the market 

share for all FDA-regulated pxdduets that make ‘“fat” claims. 

not measurable with a cup”’ with fat contents lower than %iin”’ ~~~~~~d dishes 

not measurable with a cup” would have smaller market shares, v+le those 

that make fat claims but have higher fat contents than “‘lean”’ mixed 

not measurable with a cup” wauld, have greater market s,hares .up to an 

estimated maximum potential ma&et share. In a study ~s~n~~~t~e 2 Food 



Label and Package Survey data, LeGault et aJt. found that 33.7 percent of aI1 

FDA-regulated product sales ware from products that had some ryps of nutrient 

content claim, and that 3 7.2 percent of-41 piod~ct sales had. some type of 

reduced fat claim (i.e., fat f&e, low or reduced fat, lite, et,cJ.[Ref. 7). We assume 

that the’maximum share,of all FDA-regulated “mixed, dishes nolt measurable 

with a cup” that could make;a “lean” &Cm is 17.2 percent. 

6. Estimating the Market Share of “Lean ” “Mixed Dishes Not ~e~s~rab~e With 

a Cup” 

We estimate the market share for “lean” “mixed dis es not measurable 

with a cup” based on the lower fat contained in such pro-d~~~~ tha~,won~d 

be eligible to bear the “lean” i;faim under each policy option, compared with 

the average for “mixed dishes not measurable with a cnp” that are _I 
consumption-substitutes. We :estimate the average nutrient contents in “mixed 

dishes not measurable with a cup” of likely con~~mptioxi-substitutes using the 

nutrient contents of several “mixed- dishes‘not measurable with a cup” that 

are reported in the USDA National Nut&nt Database for Standard Reference 

(Ref. 8). Our sample of likely qonsumption-substitute “mixed dishes not 

measurable with a cup” is drawn from likely candidate products, similar to 

those suggested in the Nestle petition, in the Weight Watchers Sm~~w~~h, 

Amy’s Pocket Sandwich, and Mestl6”s Lean, Pockets product ~Iines. T$e nutrient 

contents reported in the table 1 of this. do&ment include’ sev$ral ,d~~~~~ent fresh 

and frozen sandwich products; and are reported on a per-140 ,g basis-rather 

than per-100 g basis as in the USDA database. This rn~d~f~c~tio~ allaws’us 

to better compare the levels of fat, saturated fat, and chalesterol in th*ese 

*‘mixed dishes not measurable.with a cup” with the “l&m”’ requnements 

specified in each policy option. We ~mp~~~~tly assume that the. distribution of 



‘ 1  

n u trie n t c o n te n ts o f th e  repo r te d  ite m s  is r ep resen ta tive  o f& a t fo r .a l l  l ikely 

subs titu te  “m ixed  d ishes  n o t m e a s u r a b l e  w ith  a  c u p .” 

T o  inco rpora te  unce r ta in ty in  ou r  es tim a tes  w e  a s s u m e  th a t f& , sa tu ra te d  

fa t, a n d  cho les te ro l  c o n te n ts o f “m ixed’ dsshes  n o t m e a s u r a b l e  w ith  a  c u p ” a re  . . 
l ognorma l l y  d is trib u te d  w ith ” m e a n s  e q u a l  to  th e  ave rages  o f th e , repo r te d  

c o n te n ts, a n d  sta n d a r d  dev ia tio n s  qyml . to  th e  n a tura l  ~ u ~ a r i t~ ~  o f th e  

sta n d a r d  dev ia tio n s  o f th e  repo r te d  c o n te n ts across th e  “m ixed  d is  

m e a s u r a b l e  w ith  a  c u p .” The l l ogn ,o rma l  d is trib u tio n  is ~ ~ p ~ ~ ~ r~ ~ t~ ~ t~  u s e  

b e c a u s e  it i nco rpora tes  th e  i d e a  th a t re la tive ly  fe w  c a ~ d ~ ~ a t~  c o n s u m p ti,on -  

subs titu te  “m ixed  d ishes  n o t,m e ~ s .~ r a b ~ ~ ~ w ~ th  a  c u p ” w o u ld  h a v e  n u trie n t 

levels  m u c h  d i ffe r e n t fro m  th e  m e a n a s  W o u ld  b e  imp l ied  by  th e  u s e  o f a  

n o r m a l  d is trib u tio n . T h e  p a r a m e ters  th a t descr ibe  th e  l~ ~ n ~ ~ r n a ~  d - i~ trib u t~ o n  

a re  th e  n a tura l  logar i th m s  o f th e . m e a n  a n d  var iance  in , th e  d a ta . T h e  p i  p e r c e n t 

( low)  a n d  9 5  p e r c e n t (h igh)  es tim a tes  a re  repo r te d  a l o n g  ~ ith ~ th e  a v e r a g e  

c o n te n ts in  ta b l e  1  o f th is  d o c u m e n t. 
T A B L E  1  . -NUTRIENT G ~ N T E N T S  0F  S o t &  L I K E L Y  S U B S T W J T ~ S  Fof7 “L E A N ” “M IX E D  D B H E ~  N o 7  ~ ~ E A ~ . IJw~LE W ITH A  C u P ” 
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The maximum fat content that would be allowed under option z is 

between 47 and 76 percent of the average (i.e., (7 / 25) x 100,and ? I 10 x 

100) with a mean of 58 percent of the average fat conten-t &the foods assumed 

to be likely substitute “mixed dishes not measurable with a cup,! and for 

option 3 the maximum fat content for “lean”is- between 67 and.106 percent 

(i.e., (10 / 15) x 100 and (3.0 /,16)x 100) with.a mean of 83 percent of the 

average fat content of the foods a‘ssumed to be likely consumption-substitute 

“mixed dishes not measurable with a cu .” FDA pro~os~d.m~xim~m fat 

content for “lean” is between; 53 an.d .8O ercent (i.e., (8 / $5) x 1129 and (8 

/ 10) x 100) with a mean of 67 pmdent &the average fat ~csntent of the foods 

assumed to be likely consumption-substiqute “mixed. dishes not measurable 

with a cup.” The maximum fat content for “low fat” is .&b&t 25 percent of 

the average content of the foods listed (i.e.., 3 / 12 x 1CM). We note that these 

estimates of the difference in fat contents between ‘“lean” “mixed &&es not 

measurable with a cup” and likely “consumption-substitute “mixed dishes not 

measurable with a cup” may under&tate the true difference’tothe extent that 

some “lean” “ mixed dishes not mea,sural$e with a cup” will havefat contents 

below the maximum allowed, which is the value used in the computation. 

Based on an assumed continuum of fat contents ranging ‘from 25 percent 

of the average [low-fat) to the average fat content in likely ~o~~urn~t~o~- 

substitute “mixed dishes not measurable with a cup” not e~~g~~~e to smake fat 

claims we estimate a market share for “‘lean ” “mixed ~ish~s,~~~~ m~~s~rable 

with a cup” of 6 percent using the ~ndustry~pe~~t~o~ed‘ criteria [i.e., @58 percent 

- 25 percent) x 17.2 percent of mixed dishes that ,have reduced fat claims, 

rounded to the nearest percent); 10 percent using the criteria in option 5 (i.e., 

(83 percent - 25 percent) x 17.2, p&cent of.mixed dishes that have re 
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fat claims, rounded to th:e nearest percetit); and 7 perce&t using thrit proposed 

criteria (i.e., 67 percent - 25 percent) x 17.2 percent .of mixed dishes that have 

reduced fat claims, rounded to the nearest percent). 3n order-to inG:orporat’e 

uncertainty in our estimate of market share, we assume a! uniform distribution 

with a range of 0 to 8 percent using FDA-proposed criteria, fr;am 0 io 7 percent 

using the industry-proposed criteria, ar$ from 0 to 10 p.ercFnt by extending 

the current criteria for “main dish products.” The estimated .4’1ean’f market 

share and estimated fat conte$ts relative toi likely consElm-ptio~-sub~~tute 

“mixed dishes not measurable with a cup” are summariied” in ~E$IxI~ 2 of this 

document. 
TABLE 2.--FAT CONTENT RELATIVE TOLIKELY CONSUUPT~ON-SV~T~TUTES AND THE MARKET SMARE FOR :&AN” “MIXED DISHES NOT 

MEA~uRAI~LE WITH A CUP” ,’ 

Ave&gi:~% percent 

Option 3: Extending current criteria for “main dish products” 

Average: 62 percent 

7. Estimating the Reduction in Fat Co~surn~t~o~ From ~~~~w~~g that. “Lean” 

Claim 

The use of the estimated market share; for “‘I~EuI” “mixed dishes* not 

measurable with a cup” may overstate the reductian in 

many consumers already con&me F~~-r~~~lated p~~oduicts t.h~t’~u~~d be 

,eligible for the “lean” claim (without the Bairn on the 1~&el). ~,o~eo~e~, it is 

possible that some consumers may s&-t& Zo “lean” “mixed $i,shes rrot 

measurable with a cup” once they become. ~vail,able,.~om th,e “low-&V 

alternatives they currently con&me because of better taste. We ~~t~~at~ that 

one-half of all consumption of “‘lean ” “mixed dishes not rn~~~ura~~e, w4th.a 



cup” would be from consumers that would switch from other “mfxed dishes 

not measurable with a cup” that contain the same amount or ,less 

Table 3 of this document shows the expected “lean” market share, percent 

reduction in fat consumption from, the “mixed,dishes not measurable with a 

cup” category, and the percam reduction in fat consur;nption raiative to current 

total fat consumption for each option considered here. Based on the ,criteria 

for fat, saturated fat, and cholesterol contents stated in each policy:option, we 

estimate that the total amount of fat consu.med for 0 to 7 percent of “mixed 

dishes not measurable with a cup” will decline by,between 10 and,24 percent 

(i.e., [(l - 0.80) x 1001 / 2, and’[(I. - 0.53) x loo)] / 2) with a mean of %I7 percent 

under the proposed option. For option 3, extending the current crit~$a for 

“main dish products” we expect the tot&amount of fat consumed frjr 0 to 

12 percent of “mixed dishes not measurable with a cup” to,de~~~~e’by between 

0 and 17 percent (Le., [(1 - 1)x 10D] / 2, and [(l -0.67) x ~~~~~,~ ~~,~~~~ 

a mean of 9 percent. Under the in’dustry petitioned outfox we expect the total 

amount of fat consumed for 0 to 6 percent of “‘mixed dishes not ~e~~~~able 

with a cup” to decline by betyeen 15. and -26 percent (i.e.? [(>a - 0.76) x ZOO] 

/ 2, and [(l - 0.47) x loo)] / 2), i&h a mean of 23 percent, 

Because “mixed dishes not measurable with a CUR” that are sub”ject to FDA 

labeling requirements make up ,ap~~~irn~~e~y 0.67 percent ef total 

consumption, we estimate that:total fat consumption could decline by about 

0.01 percent (i.e., 8 percent of “mixed dish+ not measurahk with a cup” x 

17 percent fat reduction (using ,the mean) k 6.67. percent of tot+1 co~s~~~ption 

rounded to the nearest hundredth) .using the FDA proposed “lean” criteria, 

assuming that consumers do not increase their consumption of other-foods 



including main dishes with weights over 6 oz and otherzfoods wit 

fat contents. 
TABLE 3.-MARKET SNARE AND PERCENT RED~JCTIQN EN FAT G0NSUMPTt0fd FROM &w&i b~ki~tEf2 “‘LEAN” “MIXED Di9-t~~ MOT 

&~EASUR&BLE Wm A CUP” 

As table 3 of this document shews, tha reduction in fat. ~o~sum~t~on 

resulting from this proposed rule is likely to be quite small; Additional factors 

may mitigate further the reduction in fat @take resulting the proposed 

rule. Because consumers may increase their consumption of other foods with 

higher fat and cholesterol contents to compensate for the lower fat and 

cholesterol contents of “lean’: “ mixed dishes not rne~s~~ab~e: with & dup,” the 

mean estimated reduction in iota1 fat and.chole9terol,ccmsuiri_ption-may be less 

than 0.01 percent. Moreover, we may be; everestimat@g the r~du~t~~n in fat 

consumption by not accounting for the increase in fat ~~~~e’fo~ current 

consumers of lower fat substitutes who, given the opportunity, wotiM choose 

“lean” “ mixed dishes not measurable with a cup” because of their perceived 

better taste. To incorporate uncertainty in the estimate, we .assume the 

reduction in fat consumption from this prpposed rule to be unifurralty 

distributed between 0 and 0.09 percent, with 0.01 percent as the mean. 

8. The Distribution of Obese and ~~~rwe~ght Consumers. A&ass Income 

Groups 

The distribution of overweight and obese consumers across income groups 

may be important when valuing the benefits from the ~~~~s~d rule1 

Drewnowski and Spector find :evidence. t at the highest rates of obe$ity occur 
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among population groups with the highest poverty rates and the least 

education (Ref. 6). If the obesity rates are negatively related to income and 

education, and if low income co’nsumers respond moreto the high,er prices 

than the lower fat contents of “lean” products, then ‘the ov,er~~~~“b,e~~fits from 

this proposed rule may be lower than anticipated. _ 

Prices for “lean” products wi]l be hi her.than those for prodbets with no 

nutrient content claim. For example, data colfected by FDA~on market shares 

for frozen dinners making nutrient content claims suggests, an estimated 

average price of $2.92 per product, far a, $@.32~price premium on frozen dinners 

making a “healthy” claim compared with&ozen dinners’of ~~~~~a~~b~e size 

making a less stringent nutrient content claim (Ref. 9) We inter 

premium to imply that consumers of those frozen dinners place a $ 

premium (or 12.3 percent) per dinner on i$.rtrition” ~h~~act~r~~~i~~~. Assuming 

that consumers hold the same; preferences fur taste a~~.,n~~~j,t~~n characteristics 

for “mixed dishes not measurable with a cup” as they do-for frozendinners, 

we estimate a price premi-urn (all else the same) for “mixed dishe.s not 

measurable with a cup” that make a ‘“lean’” claim to be~s~me~~~re between 

0 and 12.3 percent (note we estimate that the “nutritious’” premivm :may be 

lower than 12.3 percent because the nutrition criteria require far a ““legn” 

claim are less stringent than &at required for the “hetilthj? &&II),, 

Consuming foods with lower fat content helps co~s~m~~s M&O are not 

overweight with few health risks ,to main&@ re~ornm~~d~~ f&t i~t~~~s, and 

helps overweight and obese consumers at higher risk to reduce their fat intakes 

to recommended levels. Because obese people have &o highest health risks, 

the benefits from reducing their fat consumption are acute atid ~~,rn~~~~te, 

while those for reducing the dietary fat intake for trim ~o~s~rn~rs v&h low 



47 

health risks are latent and realized only efter a long period of ti~me. We assume 

that the benefits obtained fro&r this proposed rule by, low-risk consumers will 

be smaller than those obtained by overweight and other high-risk consumers. 

If the obese population is disproportionately represented by lower income 

consumers, then that income gro&ps’ reMively Iargd res”pon-se to the higher 

prices for “lean” “ mixed dishes nbt measurable with acup” will result in 

reduced benefits. 

Consequently, the health benefits .derived from the’~nhan~~d a 

consumers to make healthier (dietary choices among foods in the. category of 

“mixed dishes not measurable with a GU*~“~ subject of-FDA reg~~~tu~ oversight 

based on their, fat contents, when’such foods bear the “fean” nutrient content 

claim wi13 be small. The categbryof ‘“mixed dishes not rn~.as~r~~~e iyith a cup” 

comprises only 1.3 percent of total fbod censumption, and we ~st~~,~ted that 

between 0 and 7 percent of this category~oul~ actually bear a “fean” claim 

under the FDA proposed rule. Finally, we‘ es&nated~ tbat”~o~~~~~r~ would 

reduce their con.sumption of fat by betwee’n 0 and OAKI .percent of current fat 

consumption with passage of the propos.ed rule. 

D. chsts 

The costs incurred by manufacturers of “‘mixed dishqs not rne~~rab~~ 

with a cup” who choose to label their products as Yean)’ would be vuhmtarily 

incurred because no manufacturer would i:ncur them if it weren’t ~r~f~~able 

to do so. Nevertheless, we-do anticipate an allocationof resoujrG@s devoted to 

product reformulation, relabeling,.new psaduct development, -and t 

discontinuation of product lines, as a result of this proposed ruble,, and that 

the magnitude of this resource allocation is important ‘for char~~t~r~~i~g the 

broader economic impact on society. 



The voluntarily incurred’costs of the,proposed rule in&de costs of 

reformulating .and relabeling “mixed dishes not measurable with a cup” that 

would be newly able to make:the “lean’” claim, as we13 2s the costs from 

discontinued production and :new prodtict developm,ent. “Mixed dishes not 

measurable with a cup” that currently satisfy the proposed -‘“lean” Griteria, but 

as yet, are not permitted .to make the claim,, would ~n.ly inqua lab~eling costs 

from this proposed rule, while those that reformulate will1 incur bot 

reformation and labeling costs, The reformulating proFess incrusts 

testing of recipes that meet th6 required ‘(lean” critesi.8, re~e?~ch~~~ {market 

prices and availability of new ingredients and necessary eq~~~rne~t~ 

production testing in increasirigly large batch sizes, and finally, consumer 

testing and marketing .evaluativns. At any .+tage in \the psocess,.a product may 

be dropped from reformulatior+ consideration. Products that utndergo a portion 

of the process, but that are eventually dropped from cdnsideration a 

constitute a reformulation cost, Labeling costs for “lean” pradauctr; icclude the 

costs of testing food products to vexify that the levels of fat: sat~rat 

cholesterol in the package are consistent with the “lean” claijnr, as w&11, as the 

fixed and variable printing costs ,for the new label and ,the storage2 costs 

associated with disposing tild labels. 

We used the FDA’ Reformu)ati,an .Cost Model [Ref. ‘I Of, ~the~%‘DA Decision 

to Reformulate Model (Ref. 11); and the FDA Labeling .Cost’Mo 

to estimate the reformulation atid labsling costs from making “lean”’ lzlaims 

on “mixed dishes not measurable with a cup.” Datti from TALCS 311412, 

Frozen Specialties NEC, incorporatsd in t”he Reformulation C~st,~od~~ were 

used in simulations to estimate ithe reformulation costs of “‘mixed’disbes not 

measurable with a cup.” The total costs computed for the broad MAXS code 



are adjusted to account for the fraction of products wittiin”tfiat’,category that 

are subject to FDA regulatory overgight- and estimated to m-ake the :“lean” claim 

for each option. 

Based on the earlier framework used to estimate the size of tImmarket 

for “mixed dishes not measurable with a cup,‘” we assume -that 513 percent of 

the products in NAICS 322412 are “mixed dishes not measuralrla .wikh a crap,” 

half are subject to FDA- rsgultitory oversight, ,+nd 8 percent of thoseproducts 

will either reformulate in order to meet the “lean” criteria, OH only relabel if 

they already meet the ‘“lean” kriteria. ,We assume a n~if~r~~dist~ib~t~on 

between O and 0.08 of the market share fez “lean” “mix 

measurable with a cup” (subject fo FDA-regulatory ove~sigh~~,.~o~ the proposed 

option, and a uniform distribution b&w&m Q and 0.87 for ~~.~,~~d~~~- 

petitioned option. We justify the wide range because of the ~~~ert~i~t~ 

surrounding our ‘assumptions. 

Using FDA’s Decision to Eeformulate Model, we est~mate.~~at between, 80 

and 100 percent of the affected products using the “lean’” 1abel:for “mixed 

dishes not measurable with a cup” will be reformulated pro&+&s; Tbo 

estimates generated from that model are derived from intenti&vs *wit-b experts 

on the probability of reformulation by NAICS code or ~r~~~~t’~ateg~~; 

Estimates at the lower end of the range (i.e, closer to 8.43 ~er~e~t~ xepresent 

those products that would incur higher ref~~~lation costs if major ~~gr~di~nt 

substitutions are necessary to meat the “leak’” criteria. ‘At this range. 

difficulty the Decision to Reformulate Model estimates fhqt b~~w~en.~ and 6 

percent of “mixed -dishes not measurable with .a cup” would be di~s~~~ti~~ed 

because the net benefits to the cbmpatiy from their refor~ul~t~~~ are lo\;ver 

than those for their discontinuation. Estimates tit the sigher end of,the range 



(i.e., closer to 100 percent) represent those products that require only minor 

but critical ingredient substitutmns. No product lines would be ~ermjnate~ at 

this end of the range. 

We assume that the fraction of.the “tear? market that tic&d incur 

reformulation costs is uniformly distributed between 8Q and, 100 p+~cent, with _ 

the fraction that only requires reJ;lbeling estimated as the r~rna~~d~r fi,e., 

between 0 and 20 percent). We used the average of the estim.ates generated 

from the Reformulation Cost Model for 6H and 100 p~~rce,~t~~~~~frnzli!ation rates. 

The estimates gen’erated by the R~f~rrn~~atio~ Cost nodal are derived from 

experts’ information on detailsd ~eforrn~~~tjo~ costs by NAICS code including. 

market research, product testing, consumer testing, and marketing &X&S and 

are reported as low, middle, and high values. We characterize unc&tainty in 

our simulation by assuming triangulbar distributions for t&! 80 and $Qo percent 

reformulation rates generated from the Reformulation Cost ,~od~~~ using the 

reported low, middle, and high values from that mod:1 as the low,~~~di~, 

and high parameters in that distribution: 

We assume that the costs of product lines that become d~sco~t~~~~d are 

due to insufficient consumer deman and those for new product development 

if this proposed rule were issued are equal. to each other., This refle , 
assumption that growth in the number of ‘“mixed dish&s n.ot rn~a~u~~~~~ with 

a cup” will not change as a result of this proposed rule. The Re~o~rn~~ation 

Cost Model estimates that for major ingredient substi~~t~o~ requirements 

between 5 and 6 percent of product lines will be disco,~t~~~ed. We assume 

the costs of products that are discontinued. and those, for new product 

development are both uniformly d,~stribut~d between 0 and 6 percent of the 

costs of reformulation. 
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We ran the Reformulation Cost Model for the case when ruins-r and 

noncritical ingredient substitutions are,uecessary [in which case, 

of the market will be reformulated products) and aEsg foT the case when minor 

but critical ingredient substitutions arenecessary (in which ease, $0 percent 

of the market will be reformulated products). The re~abe~~~g casts are estimated 

from FDA’s Labeling Cost Model, which also generates cost estimates by 

NAlCS code. We further characterize:uncertainty in our simulatio 

assuming a triangular distribution f&labeling costs (for between.0 and 20 

percent of the “lean” market):using_the estimates of the.Jo~, medium, and 

high costs generated from the:LabeXng Cost Model as the Jaw, rnedjum, and 

high parameters in that distribution. 

Table 4 of this document ‘reports ranges for estimates o~.~ef~~rn~lation 

costs, labeling costs, discontinued product line costs, and-total costs for the 

proposed and industry-petitioned options< and for time peri,odls of-12 and 24 

months for each option. The range repor-ted for reformat$on costs ti~m the 

proposed rule.incorporates uncertainties in both the estimate of the “‘lean” 

market share, the probability for r~forrn~~~~io~, and the ~efor~~~~ti~~ costs 

generated by the Reformulation Cost Mod&J. The ra~~e.r~~orted for the labeling 

costs from the proposed rule i~corporates”~n~~rta~nty in the estimates of the 

“lean” market share, refomulation costs, and the labeling costs generates by 

the Labeling Cost Model. The range of e&mates report& for ~ost~,f~~~ 

discontinued product lines and new prodtzct development ~~~,or~~r~t~ 

uncertainty in the estimates of.the “lean” market sh~r~,,refo~~~~a~~~n -costs, . 

as well as the fraction of discontinued pmduct lines generated from the 

Probability of Reformulation l\/lodel. The range of estimates of total cr>sts 

reported in table 4 reff ects uncertaint.ies in. the e&mates of.&] tif the individual 



. 

,’ 
. . . 

costs components. The low Ed high estimates in th~,r~s~e~t~v~ sqnges are the 

5- and % -percent levels computed by the computer sitiulatilon so&war& 

@ I?iskTM  , given the distributi:onaI assumptions made for each,& the component 

high 

Labeling costs 

low 1, 12,000 1 14,000 I 7‘0Qd ] ww I 15,OOQ I 18,QOO 

mean 

high I: 666,OQQ 4W,OQO 355,,lj,aoi, 276,QQ($ 632,000 500,000 

New product development 

Total costs 

high I 17,6W,&30 10,892,006 9,862,OQQ 7=353,000 * 22,112,WQ 13,615,OQQ 

Table 5 of this docufient repqtis the qnualized change-av~r,~o~ts for the 

proposed rule, which we computed assum ing the d~s~~~nt’~~t~s of 3,aad ? 
4” 

percent over an infinite time horizon for assumed 1% ~~d.~4~mo~t~ periods 

for relabeling and reformulatioh. For a II Z -month period ,all costs are assumed 

to be incurred in the: beginning’of the se&and-year. For a 24-month p@xiod all 

costs are assumed to be incurred in t~e’b~g~~n~ng of the-third y&r.. &xause 

producers choose the time, per&d for the ~~f&mulation atid relabelin 
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products, the actual time periods for the changes can be‘of any length, with 

the costs differing from those in tabk 5. ~Frorn our labeling costand 

reformulation models, however, ‘we expect that costs would be substantially 

higher for time periods under ~~~months,, and substantially lower for time 

periods over 24 months, We-also expect that the time periods chosen would 

be shorter and the costs higher, the greater the perceived consumer response 

to these product claims. I 

5 percent (low) 

mean 

95 percent (high) 

5 percent (low) 

7 p&c+ discount rata 

$515,000 $308,ooo 

$72.000 W&O00 

mean $561,000 $326,000 

95 Dercent (hiah) I $1 .15$.OOO I $666.000 

V. Regulatory Flexibility Analysis 

FDA has examined the economic implicatio,ns of th@ propose 

required by the Regultatory Flexibility Act (5. USC. 601-61-2). The 

Flexibility Act requires that agencies analyze regulatory options that woulld 

minimize any significant impact of a rule, on small ent.jties. ,The proposed rule, 

if finalized, would permit firms to add a ‘“lean” clakn to their ,l~b~~s if their 

products meet certairrcriteria. Small firms may volunt~ a d this claim if they 

so choose. No small firm, however, will choose to be&he east of adding the 

“le&” claim to its product labels unless @e firm believes that it ‘wi$l lead 

to increased sales of its product sufficient to justify the cbsts.‘The rule would 

not mandate that firms make .any labeling’changes. This ~r~p~s~d”r~n~~,. if 

finalized, would not impose compliance costs on any sm&l b~~~ne~s. 



Therefore, the agency certifies that‘the proposed rule will not have a significant 

economic impact on a substantial number of small entities. 

VI. Unfkded Mandates 

Section 202(a) of the Unfunded IvIanrjates Reform Act cf 19535 (Public Law 

104--d) requires that agencies’prepare a kitten statement which includes an 

assessment of anticipated costs and benefits, before p~o~~~i~~ “any rule that 

includes a Federal mandate that may result in the ex~~nd~t~~~ by 

and tribal governments, in the aggregate, or by the private,sector, o.f 

$lOO,OOO,OOO or more (adjusted annually for inflation) in- any one year,” The 

current threshold after adjustment for inflatiun is $11s mifliou, usi 

current (2003) Implicit Price Deflator for the Gross Dommtic Prodwt (GDP) 

(i.e., $100 million x [ZOO3 Implicit GDP de-flator; / 1995 Gp%f d~~at~~~~. FDA 

does not expect this proposed: rule, to resuh in any l-year ex~~~d~~~~re that 

would meet or exceed this am:ount, and ‘hes d,etermined that this proposed rule 

does not constitute a significant rule under,the Unfunded ~~~d~te~ Reform 

Act. 

VII. Federalism 

FDA has analyzed this proposed rule. iu accorda,nce wi.th~ the pciinciples 

set forth in Executive Order 1313 2. FDA has determined tha$ the-,ru 

not contain policies that have substantial direct effects oa the States,, on the 

relationship between the National Government and the crates, or o&the 

distribution of power and responsibtlities~among the various k~ele;is of 

government. Accordingly, the agency has tentatively concluded that the rule 

does not contain policies that have federalism implications as defiled in the 

Executive order and, consequently, a federalism summary impact stgtement is 

not required, 



VIII. Environmental hpact 

FDA has determined under 21 CFR 25.32(p) that. t&s action i-spf a type 

that does not individually or cumulatively have a significant effect on the 

human environment. Therefo:re, neither an environmental assessment nor an 

environmental impact statement is r,equire’d. ,’ 
IX. Paperwork Reduction Act of $995 

FDA has tentatively condluded that this proposed rule contains no 

collection of information. Therefore, clearance by the Office ~f”~~~a~ernen~ 

and Budget under the-paperwork Reduction Act of 1995 is not required. 

X. Comments 

Interested persons may submit to the Division of Dockets anq@ment (see 

ADDRESSES) written or electronic comments regarding this d~c~~e~t. Submit 

a single copy of electronic comments or. two paper copies ofany mailed 

comments, except that indivi+& may submit one.p.apes copy. Gomrnents are 

to be identified with the docket ~~~be~f~u~d in brackets in the heading of 

this document. If you base your ~~rnrn~~t~s on scientific evidence or. data, 

please. submit copies of the specific information along with,g7our E: 

Received comments may be seen irrthe Division of Dockets, 

between 9 a.m. and 4 p.m., Monday through Friday. 
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II Therefore, under the Federal Food,, Drug, and Cosmetic Act rand under 

authority delegated to the Commissioner of Food and Drugs,.it is p?soposed that 

21 CFR part 103 be amended as follows: 

PART 1 Ol-F00D LABELIN(i; 

q 1. The authority citation for 23. CFR part l-01 continu,es’ to read as fol.l.ows: 

Authority: 15 U.S.C. 14539 1454, 3.455;'21 U.S.C* 322: 33P,342,3439~348,372; 

42 U.S.c.243,264, 271. 

H 2. Section lQ1.62 is amended by revi&g pamgrtiph fe) PO rea.d as ~~~~ows~ 

(e) “Lean” and “extrq leu@’ claims. (1) irhe term ‘“leant’ may be used on 

the label or in labeling of foods, except m&al products ~s,def~~e~, in 3 

and main dish products as defined in 5 $ol.l3~rn), provided that .the food is 

a seafood or game meat product and, as tickaged; contains less taco 10 g total 

fat, 4.5 g or less saturated fat, and less than195 mg cholesterol per reference 

amount customarily consumed and per 200 g; 

(2) The term defined in paragraph (e)(l) of this section may be used on 

the label or in labeling of a miqed’dish not measurable with a cup as defined 

in table 2 of § 101.12(b), provided that the food contains less tha,n 8 



fat, 3.5 g or less saturated fat; and less than 80 mg c~o~~~st~r~~ per reference 

amount customarily consumed; 

(3) The term defined in paragraph (e)(l) of this section-may be:‘used on 

the label or in labeling of meal products as defined in $‘l,Ct%.I3(lj or main dish 

products as defined in § l01.~3(m), provided.that the food c~~t~in~ less than 

IO g total fat, 4.5 g or less satnrated fat, and less than 95 mg.~bo~es~~~ol per 

100 g and per labeled serving; 

(4) The term “extra 1ean”lmay be ‘us&on the label or in ~ab~~-~~g of foods, 

except meal products as defided in, 5 ~01.3t3(1) and main dish products as 

defined in !$l(r2.23(m), provided that the food is a discr,eto: seafood or game ’ 

meat product and as packaged containsless than 5 g t~ta~~f~,.~~~ss ,than 2 g 

saturated fat, and less than 95 :mg cnolestorol per reference-amount customarily 

consumed and per 200 g; and : 

(5) The term defined in p&ragyaph (e)(4) of this section may be used on 

the label or in labeling of meal’prodwts as defined in $j ~0~.13~~) an8 main 

dish products as defined in § lfll.l3(m), provided that the food contains less 

than 5 g of fat, less than 2 g of saturated fat, ‘and less than .95 mg of cholesterol’ 

per 100 g and per labeled servifng. 
* * Jc * * 
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